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1. This international preliminary examination report has been prepared ]by this International Preliminary Examining Authority and 
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2. This REPORT consists of a total of 4 sheets, including this cover sheet. 

□ ^ r *P° rt is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have been 
amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see Rule 
70. 1 6 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total of sheets). 
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I* Basi s of the report 

1 . With regard to the elements of the international application: * 
fx] the international application as originally filed. 



International application No. 
PCT/AU2003/001018 
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| | the claims, 



1 1 tiie drawings, 
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received on with the letter of 
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as originally filed, 
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as amended (together with any statement) under Article 19, 


pages 
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filed with the demand, 


pages 
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received on with the letter of 


pages 
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as originally filed, 


pages 
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filed with the demand, 


pages 
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received on with the letter of 



| I the sequence listing part of the description: 

pages , as originally filed 

pages , filed with the demand 

pages , received on with the letter of 

« 

2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in 
which the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

I I the language of a translation furnished for the purposes of international search (under Rule 23 . 1 (b)). 

[ I the language of publication of the international application (under Rule 48.3(b)) 

the language of the translation furnished for the purposes of international preliminary examination (under Rules 55 2 
and/or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 

preliminary examination was carried out on the basis of the sequence listing: 

I | contained in the international application in written form. 

I I filed together with the international application in computer readable form. 

I | furnished subsequently to this Authority in written form. 

I | furnished subsequently to this Authority in conqputer readable form. 

I | Jte statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

Q The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished 

| | The amendments have resulted in the cancellation of: 

| | the description, pages 

| | the claims, Nos. 

| | the drawings, sheets/fig. 

5 . Q This report has been established as if (some of) the amendments had not been made, since they have been considered to 
go beyond the disclosure as filed, as indicated in the Supplem ental Box (Rule 70.2(c)).** 

Replacement sheets which have been furnished to the receiving Office in response to an invitation wider Article 14 are referred to in this 
report as originally filed" and are not annexed to this report since they do not contain amendments (Rules 70.16 and 70J7). 

Any replacement sheet containing sudi amendments must be referred to under item J and annexed to this report 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; citations 
| and explanations supporting such statement 


1. Statement 


■ < 




Novelty (N) 


v_/idims h io o, ih 9 lo lO ZU, ZZ TO ZD, Zo, ZV, 31 TO DV, 71 

to 84, 87 to 90, 94 to 1 14 


■ I 
YES 




♦ 

Claims 1 to 3, 7 to 13, 15 to 17, 21, 26, 27, 30, 51 to 70, 
85, 86 and 91 to 93 


NO 


Inventive step (IS) 


Claims 


YES 




Claims 1 to 114 


NO 


Industrial applicability (IA) 


Claims 1 to 1 14 
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• * 


Claims 


NO 



2. Citations and explanations (Rule 70.7) 

* 

The present claims define lipopeptides comprising a T-helper cell epitope and a B-cell epitope, in which one or 
more internal lysine (or lysine analogue) residues is covalently attached to a lipid moiety via the epsilon-amino 
group or terminal side-chain group. The resulting lipopeptides are employed in compositions and methods to 
elicit an immune response. 

The following citations are referred to in this report: 



Dl 
D2 
D3 
D4 



WO 1993/022343 

NARDIN et al., The Journal of Immunology, 2001, 166, pp. 481-489 
BOECKLER et.al., Eur. J. Immunol., 1999, 29, pp. 2297-2308 
GHOSH et al., International Immunology, 1999, 1 1(7), pp. 1103-1 1 10. 



Dl and D2 disclose dendrimeric multi-antigen systems in which multiple B-cell and T-helper cell epitopes are 
attached to a dendrimeric core that is further attached through an internal lysine to a lipophilic group These 
render the invention as defined by Claims 1 to 3, 7 to 13, 15 to 17, 21, 26, 27, 30, 51 to 70, 85, 86 and 91 to 93 
lacking m novelty. The claims as a whole are further considered to lack inventive step in view of these citations 
fne problem to be solved is the generation of an immunogenic response in proteins that comprise both T-helper 
and B cell epitopes without the associated side effects caused.by carriers. Dl and D2 both disclose fusion 
proteins of this type, but in which the epitopes are liked via dendrimeric core proteins. The use of lipophilic 
groups attached via an internal lysine is also disclosed. The skilled person would be reasonably expected to 
ascertain these documents by routine means (for example a search of the literature on immunology), and would 
be expected to consider the document relevant as they deal with me same problem As a matter of routine the 
teaching of the prior art would be adapted to non-dendrimeric proteins and would be expected to similarly 
overcome the problem. Accordingly the claims as a whole are considered to lack inventive step. 

D3 discloses constructs in which B-cell and T helper cell epitopes are conjugated to a liposome, and a lipophilic 
group attached via a lysine side chain to the T helper cell. This citation does not teach or suggest the constructs 
ot the present claims, which are accordingly novel and inventive in view of D3. 
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(To be used when the space in any of the pre ceding boxes is not sufficient) 
Continuation of V.2 
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SrtS^iS Jr^?" pr ° te ^ m P risin g B-cell and T-helper cell epitopes to elicit immune responses, and 

SdSSK^^^" 1 ! ™ 111686 C J ° nSl T 1CtS kck *» lip0 * Ulic &™P S attached ^ an internal lysine group, 
and accordmgly the present claims are considered novel in view of D4. ^ F ' 

However the teaching of this citation when combined with that of either Dl and D2 renders the present claims lackW 
m mvenhve step. Dl and D2 disclose the use of lipophilic groups on internal lysine S 7s S o^^S 

Se ^l^IS^^ *°" C ° mprismg ^ »* T heIper ^pes. D4 dxscSs ^ 

SJSlTHSft compnsm gf»<* epitopes as contraceptive agents. Li the absence of submissions that establish 

Sie^St wSn ^^^^ * expected to combine the teachings of these documents to arrive at 
D4 ^ZZZ^^^^ ClamS ^ C0nSid6r6d t0 ^ inV6ntiVe St6p fe ™ ° f the • * 



The^ims are considered industrially applicable in view of the purported pharmaceutical uses of the antigenic 
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